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Alerting Abstract WO Al 



NOVELTY - Two-part bicarbonate containing solution comprises a first part housed in a first container 
including an alkaline bicarbonate concentrate of pH 8.6-10.0 and a second part housed in a second 
container including an acidic concentrate of pH 1.0-3.0. The pH is selected so that when the two parts 
are mixed, the combined solution has a pH of 6.5-7.6. 

DESCRIPTION - INDEPENDENT CLAIMS are included for a multi-chamber container for storing the two 
parts and stabilizing bicarbonate solutions by storing them in the multi-chamber container. 
ACTIVITY - Nephrotropic. 
No biological data given. 
MECHANISM OF ACTION - None given. 

USE - The solution is used in peritoneal dialysis using the patient's own peritoneum as a 
semipermeable membrane or hemofiltration, fluid is removed using a suitable osmotic gradient from 
the blood to the dialysate to permit water outflow from the blood. The balanced electrolyte solution is 
necessary to balance the water as an excessive amount of plasma water is eliminated by filtration. 
The present invention offers a method for storing and stabilizing bicarbonate-based peritoneal dialysis 
solutions. 

ADVANTAGE - The solution does not require addition of carbon dioxide or the use of an expensive gas 
barrier material, nor is an organic acid needed. The invention allows for the production of sterile 
bicarbonate-based peritoneal solutions in a manufacturing plant at very low cost and to ship a 
chemically stable product to the hospital or patient's home. The two-part solution is stable for more 
than six months and is ready-to-use. 

DESCRIPTION OF DRAWINGS - The figure illustrates a multi-chamber bag for storing a two-part 
bicarbonate solution. To mix the solution within the chambers the frangible connector must be broken. 
10 Multi-chamber container 
12 First chamber 
14 Second chamber 

16 Heat seal dividing the interior of the container 

18 A frangible connector between the first and second chambers 

Technology Focus 

ORGANIC CHEMISTRY - Preferred Composition: The solution comprises an osmotic agent selected 
from glucose, glucose polymers, modified starch, amino acids, peptides and glycerol. The alkaline 
bicarbonate solution comprises sodium chloride, sodium lactate and sodium bicarbonate. The acidic 
concentrate comprises glucose, calcium chloride, magnesium chloride and an acid. 

INORGANIC CHEMISTRY - Preferred Composition: The mixed solution comprises (mM): bicarbonate 
(5-45), calcium (0.2-2.0), sodium (100-150), magnesium (0-1.5), potassium (0-4.5), chloride (70- 
120), lactate (0-60) and acetate (0-60). The pH of the bicarbonate concentrate is adjusted with a 
base from pH 8.0-8.4 to 8.6-10 and the acid concentrate is adjusted with an acid to decrease the pH 
from 4.0-7.0 to 1.0-3.0. The container is constructed from a gas permeable material and is steam 
sterilized. 
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Original Abstracts: 

The present invention provides devices and methods for stabilizing bicarbonate-based solutions for 
peritoneal dialysis or hemofiltration. The bicarbonate-based solutions of the present invention are 
formulated and stored in at least two parts - an alkaline bicarbonate concentrate and an acidic 
concentrate. The alkaline bicarbonate concentrate is adjusted to have a pH of about 8.6 to 10.0. The 
acidic concentrate is adjusted to have a stable, acidic pH ranging from about 1.0 to 3.0. Upon mixing, 
although some variation in the pH of the mixed bicarbonate solution exists, the inventors have 
discovered that with the appropriate selection of the parameters of the concentrates, the pH of the 
mixed solution is always within an acceptable physiological range. 



The present invention provides devices and methods for stabilizing bicarbonate-based solutions for 
peritoneal dialysis or hemofiltration. The bicarbonate-based solutions of the present invention are 
formulated and stored in at least two parts-an alkaline bicarbonate concentrate and an acidic 
concentrate. The alkaline bicarbonate concentrate is adjusted to have a pH of about 8.6 to 10.0. The 
acidic concentrate is adjusted to have a stable, acidic pH ranging from about 1.0 to 3.0. Upon mixing, 
although some variation in the pH of the mixed bicarbonate solution exists, the inventors have 
discovered that with the appropriate selection of the parameters of the concentrates, the pH of the 
mixed solution is always within an acceptable physiological range. 



The present invention provides devices and methods for stabilizing bicarbonate-based solutions for 
peritoneal dialysis or hemofiltration. The bicarbonate-based solutions of the present invention are 
formulated and stored in at least two parts-an alkaline bicarbonate concentrate and an acidic 
concentrate. The alkaline bicarbonate concentrate is adjusted to have a pH of about 8.6 to 10.0. The 
acidic concentrate is adjusted to have a stable, acidic pH ranging from about 1.0 to 3.0. Upon mixing, 
although some variation in the pH of the mixed bicarbonate solution exists, the inventors have 
discovered that with the appropriate selection of the parameters of the concentrates, the pH of the 
mixed solution is always within an acceptable physiological range. 

The present invention provides devices and methods for stabilizing bicarbonate-based solutions for 
peritoneal dialysis or hemofiltration. The bicarbonate-based solutions of the present invention are 
formulated and stored in at least two parts-an alkaline bicarbonate concentrate and an acidic 
concentrate. The alkaline bicarbonate concentrate is adjusted to have a pH of about 8.6 to 10.0. The 
acidic concentrate is adjusted to have a stable, acidic pH ranging from about 1.0 to 3.0. Upon mixing, 
although some variation in the pH of the mixed bicarbonate solution exists, the inventors have 
discovered that with the appropriate selection of the parameters of the concentrates, the pH of the 
mixed solution is always within an acceptable physiological range. 



The present invention provides devices and methods for stabilizing bicarbonate-based solutions for 
peritoneal dialysis or hemofiltration. The bicarbonate-based solutions of the present invention are 
formulated and stored in at least two parts - an alkaline bicarbonate concentrate and an acidic 
concentrate. The alkaline bicarbonate concentrate is adjusted to have a pH of about 8.6 to 10.0. The 
acidic concentrate is adjusted to have a stable, acidic pH ranging from about 1.0 to 3.0. Upon mixing, 
although some variation in the pH of the mixed bicarbonate solution exists, the inventors have 
discovered that with the appropriate selection of the parameters of the concentrates, the pH of the 
mixed solution is always within an acceptable physiological range. 



L'invention concerne des dispositifs et des precedes. permettant de stabiliser les solutions 
bicarbonatees destinees a la dialyse peritoneale ou a I'hemofiltration. Ces solutions bicarbonatees sont 
formulees et conservees en au moins deux parties, soit un concentre de bicarbonate alcalin et un 
concentre acide. Dans le concentre de bicarbonate alcalin, le pH est regie entre 8,6 et 10,0 environ. Le 
concentre acide est regie de maniere a presenter un pH stable acide compris entre 1,0 et 3,0. Les 
inventeurs ont decouvert que grace a une selection appropriee des parametres des concentres, le pH 



apres melange de cette solution bicarbonatee, en depit de quelques variations, se situe toujours dans 
une plage physiologiquement acceptable,. 
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